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Report of Serious Adverse Event

Reporting Policy:  Events which are serious and/or unexpected must be reported to the IRB, as soon as possible.  For studies involving an investigational device, the report must be submitted within 10 days of the onset of the event. 

NEIRB Review Policy:  All reported events will be reviewed in a timely manner by NEIRB. NEIRB’s review of serious and/or unexpected events will be documented to the investigator.

SPONSOR PROTOCOL NUMBER:[image: image1.wmf]
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INVESTIGATOR:  [image: image3.wmf]


STUDY ARTICLE:[image: image4.wmf]


1. Type of Event (Check all that apply):

[image: image5.wmf]Serious

   [image: image6.wmf]Unexpected

   
2.  Relationship

[image: image7.wmf]Related

     [image: image8.wmf]Probably/Possibly Related

     [image: image9.wmf]Unrelated

  
3.Type of Report 

[image: image10.wmf]Initial Report


[image: image11.wmf]Follow-Up Report


              Follow-up# [image: image12.wmf]


4. Subject Information

Event Onset Date  [image: image13.wmf]

       Age [image: image14.wmf]

     Gender:  [image: image15.wmf]

    Initials [image: image16.wmf]


5.  Event Resulted In:
                           [image: image17.wmf]Death

Date: [image: image18.wmf]

     Cause of Death:  [image: image19.wmf]


                          [image: image20.wmf]Threat to Life




[image: image21.wmf]Hospitalization

Date of Admission: [image: image22.wmf]






[image: image23.wmf]Severe or permanent disability




[image: image24.wmf]None of the above


6. Description of Event (including treatment and current status):                                 
     
7. Does this event constitute an Unanticipated Problem? [image: image25.wmf]Yes


[image: image26.wmf]No




If yes, explain why the event is both “Unanticipated” and a “Problem”.  For example, as is the event serious and unexpected, or  occurring more often than anticipated or is more severe than anticipated?      
[image: image27.wmf]
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Signature of Person Reporting Adverse Event


Date


NEIRB #
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